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1. Patieat ideatifler [2. Age at dme . Sex 4. Weight L. Na=e (give labeted sm:nith abeler, wn)
. . TYLOX (capsule) (OXYCODON E/ACE
- otr)levent 36 yr X female K s #1 (cap ) /AC TAMINOPHEN)
cT or
Date male #2 CARISOPRODOL (CARISOPRODOL)
In confidence of birth: ?7? / e?? / 2?27? D ﬁg( ~kgs
2. Dose, frequency & route used 3. Therapy dates (if unknown, give duration)
e #1 ora 1 from/to (or best estimate) .
1. Adverse event andlor ] Product prublese:  (e.g., defects/maifunctions) #1 22/222/272
2. Outcomes attributed to adverse evant T #2 oral
2 P W2 ?22/222/729
{check all that apply) (] disabitity - 222/227/77
death 7 72/22%/272 [C] congenital anomaly :~ D{jﬂmg{ﬁl\ft (indication) 5. Event abated after use
22L222/22 A . 1 stopped or dose reduced
I life-threaten (mofdaylyr) D required intervention to prevent
-threatenin o .
{Jite - "T' 2 o permanent impairment/damage " ONKNOWN #t [Jyes Juo m‘,’,?;,‘;“
(7 hospitalization - initial or projonged [ other: —_— Y .
: - #2 [yes [J no [ doesnt
T Date of - 3 Dad of 6. Lot # (if known) 7. Exp. date (if known) B apply
event ?2/222/?? " this report 11/16/99 # # 8. Event reappeared after
(moldaylyr) (mo/day.yr) a ™y reintroduction
3. Describe evect or problem # D yes D no doesn't

hY

£

Report published in 1993 Annual Report of

the American Association of Poison Control
Centers National Dat
A 36-
die

(case 206).
unspecified)

ed follow;ng
abuse of acetaminophen wit
carisoprodol. Exposure to medication is

a Collection System

9. NDC # - for product problems only (if knovn)

apply

#2 D yes [Jmo ] 23;?;:'1

year-old patient (sex
intentional

oxycodone, and

10. Concomitant medical products and therapy dates (e; et of cvent)
No Concomitant Products R téﬁ?

7. Other refevant history,

Drug abuse
IV drug abuse
Pancreatitis

including preexisting medical conditions (e.g., allergies, race,
pregnancy, smoking and alcohol use, hepatic/renal dysfunction, etc.)

9. Mfr. report number
PRIUSA1999006583

Georgetown

nivers
3800 Reservoir Road NW
gashlngton, DC 20007
SA

I\

unknown. NOV 2 1]999
Additional information received 11-Nov-99: A
36-year-old woman, with a history of | oo
intravenous drug abuse and ancreatitig,

l-presented in a Comatose state, with . — ]

‘- atabolic acidosis (pH 6.7) and hypoglycemla 1. Contact office - name/address (& mifring site for devices) 2. Phone number
23lucose of 4 mg/dLA to the emergency R.W. JOHNSON PHARM. RES. INST. p08-704-4504
wepartment (ED)T She had no pugll reflexes USA
bLt was breathing on her own. er lavage DIV. OF ORTHO PHARMACEUTICAL 3. Report source
return was bloogﬁ. Labs were as follows: CORP. (check all that apply)
AST 2957 IU/L;, LT 1808 IU/L; LDH 2898 1U/L; 920 U.S. Route 202 D foreign
K 5.9 mEq/L; bilirubin 1.8 m /dL; Hb 14.9 P.0. Box 300
g/dL; Hct 46.0%; platelets 349,000; PT 28.9 Raritan NJ 08869 {3 study
sec; PTT 52.9 sec; and HCO2 5 mEq/L. Her usa B tienawre
husband stated she had been lethargic three ( Informing Unit )
days prior to admission. Fresh frozen [ consumer
plasma was given totgontrol blegdi?gil ] healt
s toms and supportive care. n follow-u ) ; ) professional
w¥? the ED it ggs found that the husband P ‘253¥?“‘”"“““““" &mDA#88—79O

(Cont . ) 11/11/39 T | O usermaciiy

6. Relevant tests/laboratory data, including dates IND# [] company
Additional informagion received 11-Nov-99: 6. ICIND, protocol # PLA# reprseniatve
Lab section updated. )

(Lab data cong.) pre-1938 [T yes Q) disebutor
7. Type of report D oth.
(check all that apply) ogg . D yes
g produc
D S-day 15-day 3. Adverse event term(s)
(3 10day [ periodic 1) CARDIAC ARREST
2) RESPIRATORY DEPRESSTON
O mitar X follow-wps _L_ 3; COMA HYPOGLYCAEMIC
(Cont .) 4) HYPOTENSION
gg ACIDOSIS

1. Name, address & pboae # | )
Dr._Tég¥ itovitz I
National Capital Poison Center

ity Hospital

HEPATIC ENZYMES

NOV 1§ 1999 L

3S00A Facsimile

Submission of a report does not constitute an 2. Health professional?
dmission that medical per 1, user facility, .
distributor, manufacturer or product caused or vs [ o

3. Occupati S oy
Physician

itre——
sent reperi (o P ——

yes D no [E unk

contributed to the eveat.
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B. Adverse event or product problem

B.5 Describe event or problem (Cont...)

now reported that the ga
and carisoprodo

500mg, ol three days ago and the bottle
decreased to 6 g/dL with 10 % dextrose IV running at
husband further stated the patient had actually been

had vomited en-route to the hospital; a
The patient's h
s of dopamine.

sive care unit (T

admission and
done and reported > 6,000 IU/L
hypotensive requiring large dose
transferred from the ED to inten

CcuU)

blood pressure dropped to. almost zeroc and she was gla
dobutamine and dopamine were required to maintain bl
PH 6.7; pCO2 23 mmHg; HCO2 3.1 mEq/L; pO2 456 mmHg; b

She began to third s
Advanced cardiac life
same day of admission

epinephrine drip was initiated.
pressure and gu se were lost.
patient died the evening of the

B.6 Relevant tests/laboratory data, including dates (Cont...)
Lab Result :

Test date Test name

81.No.

?2/222/?? ALT

1

AST

BILIRUBIN

CPK

GLUCOSE
GLUCOSE

With 10 & dextrose IV running
HAEMATOCRIT
HAEMOGLOBIN

HCO2
HCO2
LACTIC DEHYDROGENASE

géggIAL THROMBOPLASTIN TiME

PH )
HOn admission
At death

PLATELET COUNT
PO2

POTASSIUM

PROTHROM TIME

G. All manufacturers

8. Adverse event term(s)

HEPATIC ENZYMES INCREASED

OEDEMA
-} HAEMATEMESIS
9) CREATINE PHOSPHOKINASE INCREASED

Source of report (Literature):

oglycemia reso E
acetylcysteine was init
where she became more acido

ocd p

MIr. report # : PRIUSA 1999006583
Date of this report : 11/16/99

Her g

8 ordered. A CPK was

she became

lated. She was

: tic. Her

ced on a ventilator. Large doses of
ressure at 66/35 mmHg. Repeat ABG:

onate was being given, ang

pace fluids, ?H decreased to 6.2, blood

supBort (ACLS) was ineffective. The .

. O post-mortem was ordered.

lobin wa

omige myo?ved but

icarb

TN

daia
NOV 211939

FVERTRTPCTING SVSTLL:

Test result Normal
1808 1U/L
{international
unit/liter)

2957 1U/L
(international
unit/liter)

1.8 mg/dL
(milligram/decili-
ter)

6,000 IU/L
{international
unit/liter)

4 mg/dL
(milligram/decili-
er)

€ m?{§L
(milligram/decili-
ter)

MY ateTnlad
o '.'-.HSL'

46 % (percent)

14.9 g/dL

(grams/deciliter)
mEq/L

(millieguivalent/-
liter) y

3.1 mBq/L
(milliequivalent/-
liter)

2898 IU/L
{international
unit/liter)

52.9 sec (second)
23 mmHg
(millimeter
mercury)

6.7

6.2

349,000

456 mmHg
(millimeter
mercury)

5.9 mEq/L
(milliequivalent/-
liter)

28.9 sec (second)

st e e i s e
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